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DECTOMAX (doramectin) Pour-On 

To extend the period of persistent effect for Cooperia oncophora and Dictyocaulus viviparus 
from 21 to 28 days and for Cooperiapunctata from 28 to 35 days. 

Sponsored by: 
Pfizer Inc 



DECTOMAX Pour-On 

1. GENERAL INFORMATION 

a. File Number: NADA 141-095 

b. Sponsor: Pfizer, Inc. 
235 East 42nd St. 
New York, NY 10017 

Drug Labeler Code: 000069 

c. Established Name: Doramectin 

d. Proprietary Name: DECTOMAX (doramectin) Pour-On 

e. Dosage Form: Solution 

f. How Supplied: 250 mL, 1 liter, 2.5 liter, and 5 liter containers 

g. How Dispensed: Over-the-Counter (OTC) 

h. Amount of Active Ingredients: 5 mg doramectin/mL 

i. Route of Administration: Topical 

j. Species/Class: Cattle 

k. Recommended Dosage: 

1. Pharmacological Category: 

500 mcg/kg (5 mL/l 10 lb body weight) 

Antiparasitic 

m. Indications: For the treatment and control of the following in cattle. 

Gastrointestinal Roundworms 
Ostertagia ostertagi Adults and fourth-stage larvae 
0s tertagia 0s tertagi Inhibited fourth-stage larvae 
Ostertagia lyrata Adults 
Haemonchus placei Adults and fourth-stage larvae 
Trichostrongylus axei Adults and fourth-stage larvae 
Trichostrongylus colubriformis 
Cooperia oncophora’ 

Adults and fourth-stage larvae 
Adults and fourth-stage larvae 

Cooperia punctata Adults and fourth-stage larvae 
Cooperia pectinata Adults 
Cooperia sumabada Adults 
Bunostomum phlebotomum Adults 
Oesophagostomum radiatum Adults and fourth-stage larvae 
Trichuris spp. Adults 
‘Efficacy below 90% was observed against adult Cooperia oncophora in some clinical 
studies 
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Lungworms 
Dictyocaulus viviparus Adults and fourth-stage larvae 

Eyeworms 
Thelazia gulosa 
Thelazia skrjabini 

Adults 
Adults 

Grubs 
Hypoderma bovis 
Hypoderma lineatum 

Sucking Lice 
Linognathus vituli 
Haematopinus eurystemus 
Solenopotes capillatus 

Biting Lice 
Damalinia bovis 

Mange Mites 
Chorioptes bovis 
Sarcoptes scabiei 

Horn Flies 
Haematobia irritans 

DECTOMAX Pour-On solution has been proved to effectively control infections and to 
protect cattle from reinfection with: Cooperia oncophora and Dictyocaulus viviparus for 21 
days after treatment, Ostertagia ostertagi, Cooperia punctata, and Oesophagostomum 
radiatum for 28 days after treatment and Haemonchusplacei for 35 days after treatment. 

n. Effect of Supplement: To extend the persistent effect periods for Cooperia punctata from 
28 to 35 days after treatment and Dictyocaulus viviparus and Cooperia oncophora from 21 
to 28 days after treatment. At this time, the labeling is being revised to reflect updated 
environmental information. 
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2. EFFECTIVENESS 

a. Dose Characterization 

Effectiveness studies were presented in the original NADA 141-095 FOI Summary approval 
dated September 16, 1997, establishing the recommended effective dose of DECTOMAX 
Pour-On for the treatment and control of internal and external parasites. 

b. Substantial Evidence for Persistent Effectiveness against Endoparasites 

The original approval for the persistent effect of DECTOMAX Pour-On was demonstrated 
by two studies (123 1 C-60-95-1 99 and 123 1 C-60-95-204) that appear in the original FOI 
Summary dated September 16, 1997. Additionally, there were four studies (523 1 E-03-92- 
070,5232C-03-94-090,5232C-03-94-092, and 5232C-03-94-097) conducted in the 
European Union (ELI) that were submitted with the original approval that were considered 
supportive, but not reported in the FOI. An additional indication for the persistent effect 
against Haemonchus plucei for up to 35 days after treatment is discussed in a supplemental 
FOI Summary dated August 10, 1999. These studies were evaluated using arithmetic 
means. Subsequent to the original review, the VICH guidance #90 “Effectiveness of 
Anthelmintics: General Recommendations VICH GL7” was finalized March 26,200l. It 
allowed for the evaluation of parasite effectiveness studies using geometric means and the 
consideration of studies conducted in the member countries. This supplemental application 
allows for these six studies to be reevaluated using geometric means and the persistent effect 
period adjusted accordingly. All six of these studies were reevaluated using geometric 
means. Two additional studies (2239B-60-97-065 and 2239B-60-97-094) conducted 
subsequent to the original approval were submitted with this supplement and evaluated 
using geometric means. 

For each study, percent efficacy was determined by comparing the geometric mean worm 
counts of the treated groups with those of an untreated control group for each parasite 
species present in at least six adequately infected control animals. The differences in 
geometric mean numbers of parasite counts between the treated groups and the controls 
were tested using a one-way analysis of variance. The period of persistent activity was 
defined as the time during which the effectiveness against a genus species was 2 90%. 

For an indication to be granted, a minimum of two studies is required that have the 
following: an adequate level of infection in 6 control animals, a statistically significant 
difference between treated and control animals at PcO.05, and 90% efficacy using geometric 
means for each genus species of parasite and at each persistent effect period. If there are 
more than 2 studies, then the geometric means of the percent efficacy against a genus 
species of parasite from each study is added together and divided by the number of studies 
with that genus species of parasite. If this average is greater than or equal to 90% then the 
claim may be granted. These eight studies were evaluated using geometric means as 
described above. The overall percent efficacy from these studies for Cooperia oncophoru at 
28 days is 92.1% (six studies) and Dictyocaulus viviparus at 28 days is 95.6% (six studies). 
There were only two studies for Cooperiu punctutu and both demonstrated percent efficacy 
290% for 35 days after treatment. The extension of the persistent effect periods for 
Cooperia oncophora is from 21 to 28 days after treatment, Dictyocaulus viviparus from 21 
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to 28 days after treatment and Cooperiapunctata from 28 to 35 days after treatment. The 
eight trials are individually summarized below. 

B.l Dose Confirmation Study 1231C-60-95-199 

1) Investigator: Edward G. Johnson 
24007 Highway 20126 
Parma, Idaho 

2) General Design: 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcg/kg body weight against artificially induced 
nematode infections. 

b. Animals: Ten (10) per group. Cattle were 4 to 6 months old and weighed 127 to 
251 kg at the start of the study. 

c. Nematode isolate: Dictyocaulus viviparus 1994 field isolate from Wisconsin, 
Ostertagia ostertagi, Cooperia punctata, and C. oncophora 1995 field isolates from 
Louisiana and Idaho 

d. Controls: Animals in the negative control group (Tl) received saline. 

e. Procedure: Forty-two (42) animals were weighed and randomly allocated to a 
saline-treated group (Tl , 10 animals) or to one of three doramectin-treated groups 
(T2 to T4, 10 animals each) on Day 0 or to serve as one of the two larvae viability 
monitor animals. On Day 0, animals in Groups Tl and T2 were treated topically 
with saline (1 mWl0 kg SW) or doramectin pour-on (500 ug/kg BW), respectively. 
Groups T3 and T4 were treated with doramectin pour-on in an identical manner on 
Days 7 and 14, respectively. Each of the animals in Groups Tl to T4 was artificially 
challenged daily on Days 14 to 35 with infective nematode larvae (approximately 
50, 1,000, and 1,000 of D. viviparus, 0. ostertagi, and C. punctata). Other nematode 
species were present as contaminants of the inocula. Animals from Groups Tl to T4 
were euthanized and necropsied on Days 49 and 50 for determination of worm 
counts. 

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.1. 

Table 2.1 123 1 C-60-95- 199 - Persistent Effect Periods and Percent Efficacy 
Geometric Persistent % Efficacy of 

Nematode Species Mean and range in Effect Period DECTOMAX 
Controls Pour-On 

Cooperia oncophora 224 (100-380) 28 days 99.7 
Dictyocaulus viviparus 23 (O-75) 28 days 100.0 
Cooperia punctata 243 (120-504) 35 days 94.0 
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4) Adverse Events: There were no adverse events observed at any time during the study 
for any of the doramectin-treated cattle. 

B.2 Dose Confirmation Study 1231C-02-95-204 

1) Investigator: R. K. Pritchard, Ph.D. 
Institute of Parasitology 
McGill University 
Ste-Anne de Bellvue 
Quebec, Canada 

2) General Design: 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcg/kg body weight against artificially induced 
nematode infections. 

b. Animals: Ten (10) per group. Cattle were 4 to 6 months old and weighed 90 to 216 
kg at the start of the study. 

c. Nematode isolate: Dictyocaulus viviparus 1995 field isolate from Wisconsin; 
Ostertugia ostertagi and Cooperia punctata 1995 field isolates from Louisiana; C. 
oncophora 1995 field isolate from Maryland and Louisiana 

d. Controls: Animals in the negative control group (Tl) received saline. 

e. Procedure: Forty-two (42) animals were weighed and randomly allocated to a 
saline-treated group (Tl, 10 animals) or to one of three doramectin-treated groups 
(T2 to T4, 10 animals each) on Day 0 or to serve as one of the two larvae viability 
monitor animals. On Day 0, animals in Groups Tl and T2 were treated topically 
with saline (1 mWl0 kg BW) or doramectin pour-on (500 pg/kg BW), respectively. 
Groups T3 and T4 were treated with doramectin pour-on in an identical manner on 
Days 7 and 14, respectively. Each of the animals in Groups Tl to T4 was artificially 
challenged daily on Days 14 to 35 with infective nematode larvae (approximately 
50, 1,000, and 1,000 of D. vivipams, 0. ostertugi, and C. punctatu). Other nematode 
species were present as contaminants of the inocula. Animals fi-om Groups Tl to T4 
were euthanized and necropsied on Days 49 and 5 1 for worm counts. 

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.2. 

Table 2.2 123 lC-02-95-204 - Persistent Effect Periods and Percent Efficacv 

Nematode Species 

Cooperia oncophora 
Dictyocaulus viviparus 
Cooperia punctata 

Geometric Persistent % Efficacy of 
Mean and range in Effect Period DECTOMAX 

Controls Pour-On 
1060 (O-5200) 28 days 91.8 

4 (O-30) 28 days 86.0 
512 (50-1900) 35 days 98.4 
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4) Adverse Events: There were no adverse events observed at any time during the study 
for any of the doramectin-treated cattle. 

B.3 Dose Confirmation Study 2239B-60-97-065 

1) Investigator: Larry Smith, D.V.M. 
Research and Development Inc. 
108 Davis Street 
Lodi, WI 

2) General Design: 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcg/kg body weight against artificially induced 
nematode infections. 

b. Animals: Ten (10) per group. Cattle were 2 to 6 months old and weighed 74 to 171 
kg at the start of the study. 

c. Nematode isolate: Dictyocaulus viviparus 1997 field isolate from Mississippi 

d. Controls: Animals in the negative control group (Tl) received saline. 

e. Procedure: Forty-two (42) animals were weighed and randomly allocated to a 
saline-treated group (Tl, 10 animals), the doramectin-treated groups (T2, T3, T4, 10 
animals each) on Day 0 or to serve as one of the two larvae viability monitor 
animals. On Day 0, animals in Group Tl were treated topically with saline (1 mL/lO 
kg SW). Groups T2, T3, and T4 were treated with doramectin pour-on (500 
mcg/kg) on Day 0, 7, or 14, respectively. Each of the animals in Groups Tl to T4 
was artificially challenged daily on Days 28 to 42 with infective nematode larvae 
(approximately 50 of D. viviparus). Animals from Groups Tl to T4 were euthanized 
and necropsied on Days 56 and 57 for determination of worm counts. 

3. Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.3. 

Table 2.3 2239B-60-97-065 - Persistent Effect Periods and Percent Efficacy 
Geometric Persistent % Efficacy of 

Nematode Species Mean and range in Effect Period DECTOMAX 
Controls Pour-On 

Dictyocaulus viviparus 39 (3-l 18) 28 days 87.4 

4) Adverse Events: There were no adverse events observed at any time during the study for 
any of the doramectin-treated cattle. 
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B.4 Dose Confirmation Study 2239B-60-97-094 

1) Investigator: Bert E. Stromberg, Ph.D. 
205 Veterinary Science 
197 1 Commonwealth Avenue 
University of Minnesota 
St. Paul, MN 

2) General Design: 

a. 

b. 

C. 

a. 

e. 

Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcg/kg body weight against artificially induced 
nematode infections. 

Animals: Ten (10) per group. Cattle were 2 to 6 months old and weighed 13 1 to 
2 14 kg at the start of the study. 

Nematode isolate: Dictyocauhs viviparus 1996 field isolate from Wisconsin 

Controls: Animals in the negative control group (Tl) received saline. 

Procedure: Forty-two (42) animals were weighed and randomly allocated to a 
saline-treated group (Tl), the doramectin-treated groups (T2, T3, T4) on Day 0 or to 
serve as one of the two larva viability monitor animals. On Day 0, animals in Group 
Tl were treated topically with saline (1 mWl0 kg SW). Groups T2, T3, and T4 
were treated with doramectin pour-on (500 mcgkg) on Day 0,7, or 14, respectively. 
Each of the animals in Groups Tl to T4 was artificially challenged daily on Days 28 
to 42 with infective nematode larvae (approximately 50 of D. viviparus). Animals 
from Groups Tl to T4 were euthanized and necropsied on Days 56 and 57 for 
determination of worm counts. 

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.4. 

Table 2.4 2239B-60-97-094 - Persistent Effect Periods and Percent Efficacy 
Geometric Persistent % Efficacy of 

Nematode Species Mean and range in Effect Period DECTOMAX 
Controls Pour-On 

Dictyocaulus viviparus 10 (3-22) 28 days 100.0 

4) Adverse Events: There were no adverse events observed at any time during the study for 
any of the doramectin-treated cattle. 
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B.5 Dose Confirmation Study 52323-03-92-070 

1) 

2) 

3) 

4) 

Investigator: C. Hong, Ph.D. 
M.A.F.F. Central Veterinary Laboratory 
Halls Farm, New Haw 
Weybridge 
Surry, England 

General Design: 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcgkg body weight against artificially induced 
nematode infections. 

b. Animals: Ten (10) or seven (7) per group. Cattle were 3 to 6 months old and 
weighed 94 to 134 kg at the start of the study. 

c. Nematode isolate: Cooperia oncophoru Pfizer in-house culture 

d. Controls: Animals in the negative control group (Tl) received no treatment. 

e. Procedure: Thirty one (3 1) animals were weighed and randomly allocated to a 
saline-treated group (Tl, 10 animals), the doramectin-treated groups (T2, T3, T4, 7 
animals each). No physical contact was permitted between groups. On Day 0, 
animals in Group Tl were treated topically with saline (1 mL/lO kg BW). Groups 
T2, T3, and T4 were treated with doramectin pour-on (500 ug/kg) on Day 0, 7, or 
14, respectively. 

Each of the animals in Groups Tl to T4 was artificially challenged daily on Days 14 
to 28 with infective nematode larvae (approximately 1,000 of C. oncophoru). 
Animals from Groups Tl to T4 were euthanized and necropsied on Days 42 and 43 
for determination of worm counts. 

Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.5. 

Table 2.5 5232E-03-92-70 - Persistent Effect Periods and Percent Efficacy 
Geometric Persistent % Efficacy of 

Nematode Species Mean and range in Effect Period DECTOMAX 
Controls Pour-on 

Cooperia oncophora 9200 (2950-13250) 28 days 90.2 

Adverse Events: There were no adverse events observed at any time during the study for 
any of the doramectin-treated cattle. 
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B.6 Dose Confirmation Study 5232G03-94-090 

1) Investigator: J. Brebner, Ph.D. 
Moredun Animal Health Ltd. 
408, Gilmerton Road 
Edinburgh 
Scotland 

2) General Design: 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 m&kg body weight against artificially induced 
nematode infections. 

b. Animals: Twelve (12) per group. Cattle weighed 77 to 132 kg at the start of the 
study. 

c. Nematode isolates: Ostertagia ostertagi, Ridgeway Science Ltd Culture; Cooperia 
oncophora, Pfizer in-house culture 

d. Controls: Animals in the negative control group (Tl) received no treatment. 

e. Procedure: Forty-eight (48) animals were weighed and randomly allocated to a 
saline-treated group (Tl, 12 animals), or one of the doramectin-treated groups (T2, 
T3, T4, 12 animals each) on Day 0. No physical contact was permitted between 
groups. On Day 0, animals in Group Tl were treated topically with saline (1 mL/lO 
kg BW). Animals in Groups T2, T3, and T4 were treated with doramectin pour-on 
(500 m&kg) on Day 0,7, or 14, respectively. 

Each of the animals in Groups Tl to T4 was artificially challenged daily on Days 14 
to 35 with infective nematode larvae (approximately 1,000 of 0. ostertagi and 1,000 
C. oncophora). Animals from Groups Tl to T4 were euthanized and necropsied on 
Days 49 and 50 for determination of worm counts. 

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.6. 

Table 2.6 5232C-03-94-90 - Persistent Effect Periods and Percent Efficacy 
Geometric Persistent % Efficacy of 

Nematode Species Mean and range in Effect Period DECTOMAX 
Controls Pour-On 

Cooperia oncophora 12686 (7450-17350) 28 days 99.8 

4) Adverse Events: There were no adverse events observed at any time during the study for 
any of the doramectin-treated cattle. 
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B.7 Dose Confirmation Study 5232C-03-94-092 

1) Investigator: D. J. Burden, Ph.D. 
Park Farm 
St. Braivels 
Coleford 
Gloucestershire, England 

2) General Design: 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcg/kg body weight against artificially induced 
nematode infections. 

b. Animals: Fourteen (14) or twelve (12) per group. Cattle were 3 to 6 months old and 
weighed 85 to 115 kg at the start of the study. 

c. Nematode isolates: Dictyocaulus viviparus, Ostertagia ostertagi, and Cooperia 
oncophora Pfizer in-house cultures 

d. Controls: Animals in the negative control group (Tl) received no treatment. 

e. Procedure: Fifty (50) animals were weighed and randomly allocated to a saline- 
treated group (Tl, 14 animals), or one of the doramectin-treated groups (T2, T3, T4, 
12 animals each) on Day 0. On Day 0, animals in Group Tl were treated topically 
with saline (1 mW10 kg SW). Groups T2, T3, and T4 were treated with dorarnectin 
pour-on (500 mcgkg) on Day 0, 7, or 14, respectively. Each of the animals in 
Groups Tl to T4 was artificially challenged daily on Days 21 to 48 with infective 
nematode larvae (approximately 50 of D. viviparus, 1,000 0. ostertagi, and 1,000 C. 
oncophora). Animals from Groups Tl to T4 were euthanized and necropsied on 
Days 56 and 57 for determination of worm counts. 

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.7. 

Table 2.7 5232C-03-94-092 - Persistent Effect Periods and Percent Efficacv 

Nematode Species 

Cooperia oncophora 

Dictyocaulus viviparus 

Geometric Persistent % Efficacy of 
Mean and range in Effect Period DECTOMAX 

Controls Pour-on 
9194(4200- 27 days 96.4 

16450) 
176(27-396) 27 days 100.0 

4) Adverse Events: There were no adverse events observed at any time during the study 
for any of the doramectin-treated cattle. 
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B.8 Dose Confirmation Study 5232C-03-94-097 

1) Investigator: D. J. Burden, Ph.D. 
Park Farm 
St. Braivels 
Coleford 
Gloucestershire, England 

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered 
topically at a dosage of 500 mcgkg body weight against artificially induced 
nematode infections. 

b. Animals: Fourteen (14) or twelve (12) per group. Cattle were 3 to 6 months old and 
weighed 85 to 115 kg at the start of the study. 

C. Nematode isolates: Dictyocaulus viviparus, Ostertagia ostertagi, Cooperia 
oncophora Pfizer in-house cultures 

d. Controls: Animals in the negative control group (Tl) received no treatment. 

e. Procedure: Fifty (50) animals were weighed and randomly allocated to a saline- 
treated group (Tl , 14 animals), or one of the doramectin-treated groups (T2, T3, T4, 
12 animals each) on Day 0. No physical contact was permitted between groups. On 
Day 0, animals in Group Tl were treated topically with saline (1 mL/lO kg BW). 
Groups T2, T3, and T4 were treated with doramectin pour-on (500 mcg/kg) on Day 
0, 7, or 14, respectively. Each of the animals in Groups Tl to T4 was artificially 
challenged daily on Days 21 to 48 with infective nematode larvae (approximately 50 
of D. viviparus, 1,000 0. ostertagi, and 1,000 C. oncophora). Animals from Groups 
Tl to T4 were euthanized and necropsied on Days 56 and 57 for determination of 
worm counts. 

2) General Design: 

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group 
compared to the non-medicated group is summarized in Table 2.8. 

Table 2.8 523X-03-94-097 -Persistent Effect Periods and Pi 
Geometric Persistent 

Nematode Species Mean and range in Effect Period 
Controls 

Cooperia oncophora 8555 (1500- 27 days 
16800) 

Dictyocaulus vivipams 133 (41403) 27 days 

rcent Efficacy 
% Efficacy of 
DECTOMAX 

Pour-on 
74.8 

99.9 

4) Adverse Events: There were no adverse events observed at any time during the study for 
any of the doramectin-treated cattle. 
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3. TARGET ANIMAL SAFETY 

No further target animal safety data were required from the original approval as discussed in 
the parent NADA 141-095 FOI Summary approval dated September 16,1997. 

4. HUMAN SAFETY 

No further human food safety data were required from the original approval as discussed in 
the parent NADA 141-095 FOI Summary approval dated September 16, 1997. There is a 
45-day withdrawal period for slaughter, a withdrawal period for milk has not been 
established, and a withdrawal period has not been established for pre-ruminating calves. 

5. AGENCY CONCLUSIONS 

The data submitted in support of this supplemental NADA satisfy the requirements of 
section 5 12 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 5 14 of the 
implementing regulations. The data demonstrate that DECTOMAX Pour-On for Cattle 
when administered once at 500 mcg doramectinkg body weight is safe and effective for the 
extension of the following persistent effect periods: Cooperia oncophora from .?I to 28 
days, Dictyocaulus viviparus from 21 to 28 days and for Cooperiapunctata from 28 to 35 
days. 

The Agency has concluded that this product may retain over-the-counter marketing status 
because adequate directions for use have been written for the layperson and the conditions 
of use prescribed on the label are likely to be followed in practice. 

In accordance with 21 CFR 5 14.106(b)(2)(v), this is a Category II change which did require 
a reevaluation of safety or effectiveness data in the parent application. Previously submitted 
studies were reevaluated using geometric means allowing the persistent effect period for 
three nematode species to be extended. 

Under Section 5 12(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this 
approval qualifies for THREE years of marketing exclusivity beginning on the date 
of approval. The three years of marketing exclusivity applies only to the extension 
of three already approved persistent effect indications listed above. 

No patent information was submitted with this application. 

6. ATTACHMENTS 

Facsimile Labeling is attached as indicated below: 

A. 250 mL, 1 liter, 2.5 liter, and 5 liter - bottle label and box carton 
B. Package insert for all container sizes 
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DOSING CUP 
A. Rotate the cup on the bottle neck until tight Iso 
the spout is aligned at the mid-point on the wide 
side of the bottle) 
8. Select the dose, 
-Twist the dosing screw 8 to the desired position, 
so that the correct number of ml is shown at the 
set dose mark (9 DOSAGE (mL)t 1. 
-The first comolete turn of the dosina screw will 
set the dose at.10 mL (i.e. 220 lb or li kg of body 
weight): ‘10” shows on the screw at sat dose mark 
0 Each addiilonel turn increases the dose in 5 mL 
increments (i.e. 110 lb or 50 kg of body weight) up 
to!iOmL 
C. Overfill the dosing cup by squeezing the bottfe. 
until the level of liquid goes overthe selected dose, 
then release the pressura. The liquid will aoto- 
matically come down to the selected dose. 
D. Pour the product along the back of the animal 

GODET APPUCATEUR 
A. Serrer 18 godet en pivotant wr la col de la 
bouteille (pour que le godet soit correctement 
install6 lorsque le. bet est align6 avec la partie 
large da la bouteille). 
B. Choisir one dose: 
+ Tourner la vis da reglage 0 jusqu’l la position 
d6sir6e. pour que le nombre correct de ml soft vi- 
sible k la marque de reglage de la dose (9 
POSOLOGIE ImLJ ?I. 
-+ La premier tour complet de la ws r&gle la dose i 
10 mL (i.e. 1UO kg ou 220 lb de poids corporal): ‘10’ 
? I3 marqx de $!epe d2 !3 dcso sur la vis 9. 
Chaque tour addltlonel augmente la dose de 5 ml 
IS0 kg ou 110 lb de poids corporel) jusqu’i 50 mL 
C Remplir le godet applicateur. i excis. en pres- 
sant sur la bouteille jusqu’l ce que le niveau do 
bquide depasse la dose choisie, et puis relicher la 
pression. Le bquide retournera automatiquement 1 
la dose choisie. 
0 Verser le produit le long du dos de ranimal. 
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7893000 .I’ . . 

Pour-On 

Antiparasitic 

0.5% pour-on solution for cattle 
5 m@mL 

Net Contents: I liter 

NADA 11410%. Approved bv FDA 

ldcd For wabnent md conbd of gmktimainrl round- 
womr, kqwmnr, eye-r. grubs. fifing md sucking Ccc, 
horn ffies, md mange mites in catdo. See prluge insert for 
cm&b3 indictions and dim&as fa ose. 
Dectomer Pour-011 sofudm hrs been provsd m sffectiefy 
ccmol infectionr md to pro&t catlo from reinfecdm ti 
coopwi~ mcophorr, Dictyocaufus tipwus, lhtwdgil 
osterh~, Oaophagostomum radii for 20 dys. md 
Ccoperf~ puncuh. tf~emonchus placei for 35 days after 
mameot 

Dispe& Do na cmtaminrts m6a by direct 
appliftion w by improper diipctml d drug 
containa. Dinpose d containar in an ~ppwed 
landfifl OT fq incinwsdm. 
Cmtinpu veterinstin fa atrismnce in the 
diigmm, meamwnt. and conbd of psrasidsm. 
Not for human we 
Resbicted DN~ ICAJ Use oofy as diiected. 



7893000 

I 

(doramectin) i 

Pour-On 
Antiparasitic 

0.5% pour-on solution for cattle 
5 mg/mL 

Treats 40 550-16 cattle 

Net Contents: I liter 
NADA #141-095, Approved by FDA 

i 

Dosage and Administration: Apply 
topically along the mid-line of the back 
III a narrow strip between the withers 
and tailhead. Dosmg guidelines are 
provided in the follovvmg table: 

Body Weight (lb) Dose (ml) 
up to 110 5 mL* 

11 l-220 IOmL 
221-330 15mL 
331-440 20 ml 
441-550 25 ml 
551-660 30 ml 
661-770 35 mL 
771-880 40 mL 
881-990 45 mL 

991-1100 50 mL 
* Administer using an appropriate 
dosing gun. 
For animals heavier than 1100 lb, 
increase the dose by 5 mL for each 
additional l-l 10 lb of body weight. 

FPoiJPC 

a “87219”02714 I 



I 
lndicationr For treatment and control of gastrointestinal roundworms, lung- 
worms, eyeworms, grubs, biting and sucking lice, horn flies, and mange mites 
in cattle. Consult your veterinarian for assistance in the diagnosis, treatment, 
and control of parasitism. See package insert for complete indications and 
directions for use. 
Dectomax Pour-On solution has been proved to effectively control infections 
and to protect cattle from reinfection with Cooperia oncophora. Dictyocaulus 
viviparus, Ostertagia ostertagi, Oesophagostomum radiatum for 28 days, and 
Cooperia punctata, Haemonchus placei for 35 days after treatment. 
Management Considerations for Horn Flies 
Dectomax Pour-On solution provides 7 days of persistent activity against 
horn flies. The product should be used as part of an integrated control 
program and be combined with other methods for extended horn fly control. 
For optimal horn fly control, consult with your veterinarian or a livestock 
entomologist 
Warning: Flammable! Keep away from heat sparks, open flame, and other 
sources of ignition. 
Dectomax Pour-On solution for cattle may be irritating to human skin and 
eyes, and users should be careful not to apply it to themselves or to other 
persons. Operators should wear protective clothing including a long-sleeved 
shirt, rubber gloves, and boots with a waterproof coat when applying the 
product. Protective clothing should be washed after use. If accidental skin 
contact occurs, wash the affected area immediately with soap and water. 
If accidental eye exposure occurs, flush the eyes immediately with water 
and get medical attention. Wash hands after use. Do not smoke or eat while 
handling the product 

I 

Residue Warning: C&e must not be slaughtered for human con- 
sumption within 45 days of trea.tment Not for use in female dairy 
cattle 20 months of’ageor older. A withdrawal period has not been 
established for this product in preruminating calves. Do not use in 
calves to be processed for veal. c 

Precautionr This product is to be applied to skin surface only. Do not admin- 
ister orally or parenterally. Do not apply to areas of skin which are caked with 
mud or manure. 
Use Conditions: Varying weather conditions, including rainfall,, do not affect 
the efficacy of Dectomax Pour-On. 
Store Below 30°C (86’F) 
Protect From light 
Disposal: Do not contaminate water by direct application or by improper 
disposal of drug containers. Dispose of containers in an approved landfill 
or by incineration. 
Consult your veterinarian for assistance in the diagnosis, treatment, and 
control of parasitism. 
Not for human use 
Restricted Drug (CA)Use only as directed. 

Distributed by: 

Animal Health 
&ton, PA 19341, USA 
DIV. of Pfuer Inc 
NY, NY 10017 15-5271-00-X10 

Made in USA 
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- 9!Dlb -I6mLI--- 
- Ihllb -lE.mtl- 
- 55olb --12smtl- 

DOSING CDP 
A Rotate the cup on the bottle neck until 
ught [so the spout IS aligned at the rnid- 
pomt on the wide srde of the bottle). 
B Select the dose, 
+Twrst the dosmg screw 0 to the desired 
posdcon. so that the correct number of mL is 
shown at the set dose mark (8 OOSAGE 
ImLlT I 
-The frrst complete turn of the dosing 
screw will set the dose at 10 mL (i.e. 220 lb 
or 100 kg of body weight): ‘10’ shows on 
the screw at set dose mark 8. Each addi- 
tronal turn Increases the dose in 5 mLincre- 
merits 11 e 110 lb or 50 kg of body weight) up 
to 50 mL 
C Overfrll the dosing cup by squeezing the 
bottle, unul the level of ltquid goes over the 
selected dose, then release the pressure. 
The hquid wII automatically come down to 
the selected dose 
0. Pour the product along the back of the 
anrmal. 

GODET APPLICATNR 
A Serrer le godet en pivotant sur le cd de 
!a bou!e4e (pour que Ie gods: soit correcto- 
ment mstalle lorsque le bet est alignr? avec 
la parhe large de la bouteillel. 
B Chorsu une dose, 
4 Tourner la vis de rbglage 0 jusqu’$ la 
posltton d8str6e. pour que le nombre cor- 
rect de mL salt visible A la marque de 
reglage de la dose (8 POSOLOGIE (mL) ?I. 
+ Le premier tour complet de la VIS rr!gle la 
dose a 10 mL (i.e. 100 kg ou 220 lb de poids 
corporell: ‘lo” a la marque de reglage de la 
dose sur la vis @. Chaque tour additionel 
augmente la dose de 5 mL (50 kg ou 110 lb 
de pords corporell jusqu’a 50 mL 
C Rempkr le godet apphcateur, a exces, en 
pressant sur la bouteille jusqu’l ce que le 
mveau du hquide depasse la dose choisie, 
et purs relgcher la pression. Le liquide 
retournera automattquement a la dose 
chorsre. 
0 Verser le produn le long du dos de I’animal. 
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ad C.QOW For treatment and control of gastmintasQnal 
oundwonns. lungwcms. eyeworms, grubs, blbng and 
uck ng lice, horn flies, and mange mites in cattle. See 
lackage insert for complete mdtcabons and directions 
a, use 
lectomax Pour-On sololion has been proved to effec 
n&y control mfections and to protect cattle from rem- 
ecbon mth Coopena oncophora, Oictyocaulus wtipaws. 
Istertngla ostertagr. Oesophagostomum radratum for 
B  days and Caapens punctata. Haemonchus placer for 
IS days after treaQnent 
knw~enant Consfdentioar far Horn Fliir 
lectomax Pour-On sdubon provides 7 days of pewtent 
vz~nty against horn flies. The product hoold be used as 
psrtof an integrated control pmgram and be combined 
mtf~ other methods for extended horn fly contrd. For 
opbma horn fly contml, consult wim your veterinarian 
3r a livestock entomologist 
Reconmmaded Dose: 1 mL I5 mg doramectin) per 22 lb 
10 kg of body weight admimstered by the Q~pical route. 

HIam “(1: Fleamble! f&p .way fw beat, rpaclu 
open I mm. ml 0th somea of fgaitfoa. 

I 

Rewdw Wamieg: Cattie musi not besfeuphtaed 
for human consumption withn 45 days of tmat- 
ment Not for use m  female dairy cattle 20 mantis 
of age or older. A  withdrawal period has not been 
established for Ihis product in prerominabng 
calves. 00 not use in calves to be processed for 
vea I 

Pnurbcm: Fur toprcal use m  cattle only. 
smn Belawwc ISS’FI 
Pmtect From tight 
0 spasa 00 not contammate water by dtrect appbcaQon 
or by mproperdisposal of drug contamers Dispose of 
conta ners m  an approved landfill or by mcmeration. 
Consult your vetermanan for assrstance rn tie diagnosis. 
trea~nent. and control of paras0xm. 
Not tar human use 
Restricted Orug (CA) Use only as directed. 

Antiparasitic 
,....” 

0.5% pour-on solution for cattle 
5 mg/mL 

Net Contents: 2.5 liters 

NAOA 1141-035, Approved by FOA 
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Indications: For treatment and control of gastrointestinal roundworms, iungworms, eyeworms, 
grubs, biting and sucking lice, horn flies, and mange mites in cattle. Consult your veterinarian for 
assistance in the diagnosis, treatment, and control of parasitism. See package insert for complete 
indications and directions for use. 
Dectomax Pour-Dn so!ution has been proved to effectively control infections and to protect 
cattle from reinfection with Cooperia oncophora, Dictyocaulus viviparus, Ostertagia ostertagi, 
Oesophagostomum radiatum for 28 days, and Cooperia punctata, Haemonchus placei for 35 days 
after treatment. 
Management Considerations for Horn Flies 
Dectomax Pour-On solution provides 7 days of persistent activity against horn flies. The product 
should be used as part of an integrated control program and be combined with other methods for 
extended horn fly control. For optimal horn fly control, consult with your veterinarian or a livestock 
entomologist 
Warning: Flammable! Keep away from heat, sparks, open flame, and other sources of ignition. 
Dectomax Pour-On solution for cattle may be irritating to human skin and eyes, and users should 
be careful not to apply it to themselves or to other persons. Operators should wear protective 
clothing including a long-sleeved shirt, rubber gloves, and boots with a waterproof coat when 
applying the product. Protective clothing should be washed after use. If accidental skin contact 
occurs, wash the affected area immediately with soap and water. If accidental eye exposure 
occurs, flush the eyes immediately with water and get medical attention. Wash hands after use. 
00 not smoke or eat while handling the product. _ 

I 

Residue Warning: Cattle must not be slaughtered for human consumption within 45 days 
of treatment. Not for use in female dairy cattle 20 months of age or older. A withdrawal 
period has not been established for this product in preruminating calves. Do not use in 
calves to be processed for veal. 1 

Precautions: This product is to be applied to skin surface only. Do not administer orally or 
parenterally. Do not apply to areas of skin which are caked with mud or manure. 
Use Conditions: Varying weather conditions, including rainfall, do not affect the efficacy of 
Dectomax Pour-On. 
Store Below 30°C (86°F) 
Protect From light 
Disposal: Do not contaminate water by direct application or by improper disposal of drug contain- 
ers. Dispose of containers in an approved landfill or by incineration. 
Consult your veterinarian for assistance in the diagnosis, treatment, and control of parasitism. 
Not for human use 
Restricted Drug (CA) Use only as directed. 

Distributed by: 

Ani& Health 
Eaon. PA  19341. USA 
O# of Pfwx Inc 
NY, NY 10017 

15-5273-00-X10 
Made in USA 



Connect the pour-on apphcator to the backpack as follows. 
Attach the open etld of the draw-off tubmg IO the pour-on apphcator 
Attach draw-off tubing to the cap with the stem. Replace shlppmg cap 
with the cap that has the draw-off tubmg. Tighten the draw-off cap. 
Gently prtme the pour-on applicator, checking for leaks (see Insert). 
Follow manufacturefs dtrections for correct use and care of the equtpment. 
Apphcators compatible with this formulation are avadable for use with 
Oectomax Pour-On for cattle 
Some apphcators may be mcompatlble with this formulation. 

I 
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7895000 
Indicatioos: For treatment and control of 
gastrointestinal roundworms, lungworms. 
eyeworms, grubs, biting end sucking lice, 
horn flies, and mange mites in cattle. See 
package tnsart for complete indications and 
directions for use. 
Dectomax Pour-On solution has been proved 
to effectively control infections and to protect 
cattle from reinfection with Coooeria onco- 

bstermgi, desophagostomum radietuaifor 
28 days, end Cooperia punctata, Haemonchus 
olacei for 35 davs after treatment. 
Maneaement Considerationa for Horn Rims 
Oectomax Pour-On solution provides 7 days 
of persistent activii against horn Ries. The 
oroduct should be used IS oertof an inte- 
grated control program and bs combinsd with 
other methods for extended horn fly control. 
For optimal horn fly control consult wfth your 
veterinarian or a livestock sntomologist. 
Recommended Dose! 1 ti (5 mg docamMinf . 
per 221b (10 kg) of body weight administered 
by the topical mute. 
Warning: Flammable1 Keep awey from heat. 
sparks, open flame, md otfmrrowces of 
i#nitioo. 

Prscwtioi-c For topical use in cattle ant. 
Store Below WC @VP) 
Pmtect From Light _ _. _ - 
Dfepoaal: Do not contaminate water by direct 
application or by impmper disposal of drug 
containers. Dispose of containers in en 
approved landfill or by incineration. 
&At yoorveterina;iin for assistance 
in the dieonosis. treatment and contml of 
pare&is& 
Not for human use 
Aastricted Orug (CA) Use only as directed. 

. 

(doramectin) 

Pour-On 

Antiparasitic 

0.5% pour-on solution for cattle 
5mg/mL I 

--Net Contents: 5 liters 
NADA 4141-095, Approved by FDA 
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fndications: For treatment and control of gastrointestinal roundworms, IUngWOmS, 

eyeworms, grubs, biting and sucking lice, horn flies, and mange mites in cattle. Consult 
your veterinarian for assistance in the dragnosis, treatment, and control of parasitism. 
See package insert for complete indications and drrections for use. 
Dectomax Pour-On solution has been proved to effectively control infections and to pro- 
tect cattle from reinfection with Cooperia oncophora, Oictyocaulus viviparus, Ostertagia 
ostertagi, Oesophagostomum radiatum for 28 days, and Cooperia punctata, Haemonchus 
placei for 35 days after treatment. 
Management Considerations for Horn Flies 
Dectomax Pour-On solution provides 7 days of persistent activity against horn flies. The 
product should be used as part of an integrated control program and be combined with 
other methods for extended horn fly control. For optimal horn fly control, consult with 
your veterinarian or a livestock entomologist. 
Warning: Flammable! Keep away from heat, sparks, open flame, and other sources of 
ignition. 
Dectomax Pour-On solution for cattle may be irritating to human skin and eyes, and 
users should be careful not to apply it to themselves or to other persons. Operators 
should wear protective clothing including a long-sleeved shirt, rubber gloves, and boots 
with a waterproof coat when applying the product. Protective clothing should be 
washed after use. If accidental skin contact occurs, wash the affected area immediately 
with soap and water. If accidental eye exposure occurs, flush the eyes immediately with 
water and get medical attention. Wash hands after use. Do not smoke or eat while 
handling the product. 

I 

Residue Warning: Cattle must not be slaughtered for human consumption 
within 45 days of treatment. Not for use in female dairy cattle 20 months of 
age or older. A withdrawal period has not been established for this product 
in preruminating calves. Do not use in calves to be processed for veal. 1 

Precautions: This product is to be applied to skin surface only. Do not administer orally 
or parenterally. Do not apply to areas of skin which are caked with mud or manure. 
Use Conditions: Varying weather conditions, including rainfall, do not affect the 
efficacy of Dectomax Pour-On. 
Store Below 30°C (86°F) 
Protect From Light 
Disposal: Do not contaminate .watec.by directapplication or. by improper disposal of __ _I I 
drug containers. Dispose of containers in an approved landfill or by incineration. 
Consult your veterinarian for assistance in the diagnosis, treatment, and control of 
parasitism. 
Not for human use 
Restricted Drug (CA) Use only as directed. 

Distributed by: 

Animal Health 
Eaon, PA  19341, USA 
0~. of Pfizer Inc 
NY. NY 10017 

15-5275-00-X10 
Made in USA 
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Connect the pour-on applrcator to the backpack as follows: 
Attach the open end of the draw-off tubmg to the pour-on appbcator. 
Attach draw-off tubmg to the cap wtth the stem. Replace shippmg cap wnh the cap 
that has the draw-off tubmg Tighten the draw-off cap. 
Gently prime the pour-on apphcator, checkmg for leaks (see Insert). 
Follow manufacturer’s drrecbons for correct use and care of the eauioment 
Applicators compattble wrth this formulabon are available far use with Dectomax 
Pour-On for cattle. 
Some applicators may be mcompabble wrth this formulation. 
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Pour-On 
Antiparasitic 
0.5% pour-on sohiion for cattle 
5 mdrnl 
PROWCI OfSCWpIION D.c,a.x Pwr-0” s.4u.m k I 
reedy.touse. syst*mr*lly ectwe. cker. 6qht Mu* sdunm 
cmbwq 0 5% w/v dw.m.c.” IS mdmll I, i. lomul.,.d 
,o d.hv.rih. ncomm.nd.d dm.ga i 333 mcpRg 
1211 mcflbl d body urqhtrrh.” gwa bv bap~.l rdmms- 
a,non.,~.r.,.ol,nVZlIbIlOkgldbodyvrqM. 
PROOUCT ckunmwasntS:~~~~~~ P~-G” sdu... 
IS s haghlv .c.Y.. b..d-spcbxm prr.s&d. 1o~c.l 
.dmw.st.bm 1. c.ttl. hcmlnns da.m.con.. mvd 
kn.“,.bm-d.m.d a.cr.cyrhc k~1.a. d,rcw.r.d k+ 
Pfi,.r lllc Oor.n.co” n md.,.d h.m kn..n,.,ums of 
s.kc,.d s,r.ns d.m.d b.m h. s.d m,wm‘m S..+ 
myc,r .mniMr 
* pmeq mode d scbm d necrocychc Iectmes is to 
modukt. chkxd. ,m ch.m.l .c.w,v m bu ..rv.us 
qstern d”.m.,.d.s .“d ,r,b,apods M.crwvdr kc- 
tones knd lo r.c.p,m-s ti.1 IICR.H m.mb.“. pmn.- 
etilry to chlond. was Thm inhibbs dw .l.cti.l .eSn,v 
01 newt cells m nmetodrs md musck c.lls b udwopods 
.nd CSUS.S p.r.lysts .“d d..b dd,. p.r.s,,.s I” CI.“,- 
mk. tic newond ,.c.p,ors to rrhih m.cmn(cbc kc- 
IMI., bnd .r. l.c.1n.d m&i” ,h. c.“b.l “.,~.a svs,.m 
ICNSI.. II,. r..ch.d bv mlv n.gbg& cmc.nD..ms .I 
da.m.ca” 
On. 4.x. .I D.c,om.x Pout-O” ‘dam.” .U.cW.ly I..& 
l d cmads . wd. r.“g. d mu”&,.-., .“d .“,,mpod 
p.r.,rt., dm,,mp.wdw h..bb ..dpr.ducbvi(ydc.,,k 
Shldxas h.v. d.mmsa.,.d ,I,. s.f.ly n.rp” old.,.. 
m*cbn In USA h.k. M torjc sqns we,* **m in c*ti 
gren up to 25 bmes he r.crmm&d.d &s. of Owtan.. 
I”,.c,.bk sdubm A shiv usmg D.c,.m.. ,q.cubl. 
sdutaoon .ko d.monshs,.d s.ky in M.x.,., c.k.s 
b..,.d mlh up to 3 .m.s d,. ,.c.mm.&d d.s.. In 
br..dmg .“nn.k (hiUs. .nd CM dwiq Mii,deg.“.w. 
orgenogenesis. impk”,..m, nd hrmgb g.a..ort.. 
dm. 3 wn.s dw rrcommwdrd da. d O.ctau l.i.n- 
.U. sdubon h.d M .U.c, cn brndnp p.d.mw.. A 
pb.rm.c&m& shldyd.mmQ.~dG~.,qs,.mk - 
sure 10 dorsmrcb” horn 0.da.x Pan-O” II. kss 6.” 
SW;; l s+msure to dor.mubn fa Gwtorn.x b+sb& 

PROOUCl INOICATIO~ O.cmmu Pour-On .d*m is 
mdec.,.d for h. m.,mm,.rid aw,d d,b. fdowinp 
‘p‘0“ dp.stmint‘stur‘lroundrvom~kn~‘.;y.- 
worms. gabs Is.. PRECAUTIONSI. t&g end *u&q bc.. 
ban fiys, md mmg+ mi,.s in ati.. Cmsdi~wti- ~ . . . n.n.n ‘or .sslsuK. uml‘ ‘!‘~osl‘.rxuun‘nL~cm... 
rd of peresinsm 
G‘smint.sDn‘l round-s 

O~~‘Dlrsfr7.~rClhr*(L,-rh**dkm.l 
0 f,T“‘h~, 
K*.mmch”sd,n,,stis end IA 

c“p‘rr‘ m‘aph“‘ ,.&ks' sd 4 
C p.&,b,sduks, 
t pmc,.,~l‘dubs ‘IId 41 
C. sun,b,d.,.dukr, 

‘ EMcsq b.la 03X was oburnd .gmd sduh C .“c+ 
I” sm. chd shdl‘s 
L,m.q..,.rms ,sdahs end fwrth no.. Ikm., 

O,s@vc,dus mnp*rur 
f*.vm,m* Grubs 

rh.hns ‘“lo” ,.ddl‘, ,fpd‘lm. bwls 
T str,sbmt,sd”kr, H in‘.e‘n 

kc. Horn R‘s 
hnq k. “s‘m,,0&‘ ‘rir,“‘ 

Lhndm. bon‘ 
s”ckr.J LE. 

M‘qa Ml., 

“s.m*,oprws ‘uw.mus 
t7ne‘mrkrir 

tnqn“h”s be”4 
s‘ro7#‘s rc,bi‘l 

S‘kmp0r.r r*pa.ors 

Lt.ctam.* Pour-On ‘d&al b“ bun pmwd6 *cd&v 
cmad ‘nkcoms end (D pohctc.td. Ire,. ,.h,h.6.,, 
nith ca0p.w mc+.. E6c*os‘d”. d.ip‘,u,. 
0‘,‘rt‘~‘ “t‘n‘g~ O*wf4lqos,cenu,‘ r‘diirnl I‘, 
10 dqs. nd Cw.“. pmc,.,.. H..mwhus pkcw k 
,Sd.-,s .h.<r..rm.“, 
Y*“gu* cbkdw‘ti“‘ f‘r N‘n Aft‘ 
0.clm.r Par-O” sda.,, -. , d.v. d p.,,,s,.., 
l cmy *q*inst ham RI*& Ih* product shcdd be ued es 
P.* of .n kugr.1.d cmlrd w.gr.m WA b c.mbh,., wd, 
other meduds la mdendd h.a-” Rv cmbd For &d 
ha 4con~d.cmsdtw~rouretninenmore 6wti 
‘“tomalq,‘, 
OOS1CE.Admn~.rO.c(on.rP~-On,~m L)c.,& 
Mpcrly I,. 6a.g. o( YXI ncg d.r.m.c.. p., tg 
(~IImcwIbl d Wrrigh, t.cbmlcmcdnsSmgd 
da.m.cm suhicnnt loo..,226,,10tg,ot~,,,,.,~ 
far me b‘s: “‘“IU. O‘ct‘m“ Pour-On sduoal dw,d b. 
‘ wftd. ~.r*m. cmtrd pqrn bb.&int.md.nd 
‘d.m.l p.rss~t.s b.s.d on #,. .pid.mid.gv ., d,.s. p.,. 
.“t.sbnrull.r.~.nlun.n~n.*a~n,antor. 
m.m.r.gsrdmq m.mort.w.cw.~mngd.pp(~.lonr 

DMlMSTItA~lON Oectom., Pour On sdutnm sh~llti b 
@cd ,oplc.I(v .k.,g ,b. md.!.“. ., !h. b.ct m s “wr.w 
rtp b.(w..n ‘,I. ndws end ,.dh..d 
nieg Cq W4d end t-I betdo 
d.smg cup D padrd la us. w,h O.c,om.x Pew 0” 

llubon suppl,.d m IW-ml .nd 1-I botdes Th. D.clam.r 
our-On solutm dosmq cup shodd b. ns,.lkd b, r.t.hng 
I. cup on ,h. k,“k “rc, untl ,qh, WT.” ns,.lkd CO<- 
rcdy. he spv,, IS 4agn.d ., ,h nd-porn, MI ,h. md. 
d. of Ih. ba”k 
h. cur*.d .“d of mC dmw, cup ,ub. sbodd b posl 
mad ., dw bon.“, of h. b.“k on “I. nd. .P,.xI,. d,. 
pout When the dosng cup II n h. cl.s.d pm~ha” 
‘,.,o- I, SC, dassg. m.rt on strew,. product d”.s “0, 
me, Rw cup ,.s.wot, S‘kct . do‘. ,I mL ,a., 22 lb 
10 tq, of body w.qb,, bv (ns”“g h. dosng scr.w MI fi. 
)(I of the dorng cup I. h. d.sr.d posn,w” Ih. firs, ce~ 

ml ,“cr‘ss‘s lh. doss n 5 mL mc.‘m‘“,s ““Id s men 
rum doss 01’3, ml ,‘W a ,h. boncm wmb.r show”g m 
crew et d,. se, dare nrt, IS r..ch.d W.” bodv w.lgh, 
/ b.W..n wgh, m,rt,“gr a” ,h dosng CUP. “I. !h. 
iqhrr da,. IOIW”. 
o ,,,I the dosong ,.s.wow. hdd ,h. b.“k upagh, .nd 
,q~..,. I, un,d. skgh, ..C.II h.. b..” d.bvrr.d .s mda 
:.,.d by ,b. c.!,ks”o”kws R.k.s. ,h. ,x.*sur. l d 
,rc.,, ml, w,m.,,cslkdr.,” horn 6. r.s.wo” snd 
4,“‘” to the bmk 
I,,, ‘he bode ,o d.!+vw h. dos. D.c,.m.” Pwr-0” 4” 
m should b+ d.lr.r.6 ,. c.“,. M ,h. b.ct I”. sl”,,k 
mss horn the whars 10 the ,.l(h..d 
,,phcm ,lbl .‘d SL h‘ttks, 
ipphc.,a, u. .r.d*U. f.4 “I. mm 0*c,m.* Pou 0” 
iduUm ,uppl,.d n I b nd 5 Lb.ctp.cts Br.cb.“r fu 
I ncmmmd.d .pplic.rm .r. pwdd bdw Some 
,pplr.tors msv be “ualp‘abk mm dus lonukbm 
PLilhps P*u-a ApptiiM System 
I R.pl,c. the shqpy c.p on 2 5- or 5 L b.clp.cl w”,h 
he drewa," up pmvd.d nd ,qh,.” kmlv 
1 Th..d 6. tw dl wbmg dwough bu .“blurt rpnng 
b”.ch ,h. ,ubc 10 6. dm.wdl c.p Scrrrr h. sp”“g 
~oun,n &ckms. over hr ubq .“d drw.” spgo~ 

‘ Set !h dos. 1. m.umum ISO m” Gmdy pm. h. I@- 
c.to(. chrctmg la k.Ls To pm.. pkc. 6. “md. n,. . 
cleen. dry r.c.p~k nd d.pr.ss krw My Punp 34 
shon sartrs *“sung dw h. prim n.c&s d,. end 01 
he .q!d.r. md da.” r.k.s. th In., capl.,.lv I. NI h. 
rylmdn A sm.l .I k&M. m.v .w.rmdw 6. cv+“d- 
lh,s ml no, dkcl ,b. d.smg ‘rcuscv 
5 Se, dw r.gur.d dor. md .dmmser 
6 lo dwmnrc, 6. +.“I. prarad .I ,.“am 

., Se, b.c,p.ct n u,..w.rd pm&,” 
b, 0mch.r.. r.uduJm.,.“J hm d,. .mLc.,l* 

.“d dr& o” wknp .,,a. wp.,,,.. cl..“. 
dry r.c.p,.ck 

I Fdbw the m.rm,.ctur~~, r.comn.rd.tlan la, CW. .“d 
msmtm.“c. of the dowag .pplr.,.r 
6 Rmw. ,lwdnu-.“c.p R.pl.c.~hd~.wqm.lc.p 
snd tqh,‘” rmdy 
sylwl Pt.‘-. Ap,Gus‘r 6lst“l 
I R‘fhc‘ he shlpprg c‘p m h. ~5-0‘ s-t b‘ctp.ct 
n,h h. dr.w-,ll c‘p pad.d md .gbU” firm4 
2 ,hr.,d d,. dnre” Wb”g hrougb 6. .“a-knt spring 
And he U. to h. drew.” cq Screw bu ‘f-q 
cbck*n,. over dn. “brig nd &m-of! s~ol 
J IN.” the b.ctp.4 
4 Se, tu d.s. I, ,b4 m.xm”om (50 ntl bv ““sCnw”g 0~4 
.d,us,.r ., ,h ba. d,h. bnd. Gnbl~“m. h‘.P+ 
c,,o,. ch‘ckq ,a‘ **s lo pri”i‘. p.i”l dl. mnk I”,. . 
&n.+..o.pt.ck end gnRvpun(rRm Cra back end 
,o,,h ,a .w, ., horn RR. ,v,t.n whet RI. b.n.1 cmn. 
pktdv PI; .h.r .v.rv pnni& shot‘. “I 6. da“ 
5 S., do d.s. .s k4kws 

s) Use the hndk w e!qn Iha mdde d ,h* Uu. 
pknqer riq *nh ths chav” mat on ,h. b.n.1 
Iqh,.” dn. .d,w,., scr.w .g.ns, Ih. hmdk 

b, S.cu. bu da. v.d, 6. .d,us,.r scrml.ct”ut 
HO,. 00,. .ccu,.cv GUI be checked tq dlrpmxmg . 
tn0.m Nmlb‘r 01 se, d4s.s YIO . n..- cw“. 
Con‘ct my n‘cc”r.cy bv ‘4,“snq da‘ d-x‘ secrinq 
screw Rep., dw p.c.dur. umd d.a.d .ccv.cv IS 
.ch,.u.d 
6 Adnn,,.r ..ch d.s. bv h& d.~.smg ,b. h.“dk I. 
th,, th. plungn r.v.k .s ‘nb,. s., lyh P+.k.s. 6. 
hmdk ,“d ,h. .p$c.,., ull wl.m.6c‘“v 1.61 
I Ta dmmm.~, ti qstem pr.c..d .s fdla 

,, St, b.ctp.ct n uprsrd p~sa.m 
b, O,xh.rg. rrudu., ..,.“.I bon 6. .pp(lc.lor and 

drw, o” hlbmg n(. . s.P.“,.. dq r.c.~,.ck 
II fcdnw th. nsd.c.,mr’s ,.comm.nd.,m Iw cer. .“d 
msm,mnc‘ of he dosnq l pFk.ta 
9 Rma. he d,.w.dl c;p Rcd‘cr nh he MqmJ csp 

‘.nd .qh,.” fimlv 

- 

“_. 

~o”,n~ FOR UP OF APPuwIOR SVSTEM FOR n-L 

1 A,,.ch n,.md ,I,,. &.ntnnd .d,.bwb.” dr.“.~~c.p 
padrd 
I Rma. ,h&mq cg ban ~m,.m.r nd npl‘c. wMm 
dr‘w-.” c.p 
3 PkC. *. .x,.m.l C‘Wup b.‘. .a,. al. .n.m.l h.s. 
b”t, p.w.md m 6. Mad. IcOpl d da. drmr-dl C.P. 
Screw h. mm-km& spmg ewr h. he‘. .d has. hub 
, An.dh.~hn.~*dh.hou*hh~.b~~~. 
pour on .p+w.,.l SCI‘W dl. .“,~-t.A sprig w.r dl. 
ha. .“d pun’s has. b.8 
5 Set the smhcstor te he ewmm da‘ Pram‘ ti l &- 
C.,O, &~,“k.t‘.a.q .rb”b+Jksmt‘nng m. ks‘ 
Pl,c.,h. ~,I*dh(.~~.(~~nl~.ckn.dq,.c~.- 
ck .“d d.p.ss 6”g.r 0”~. pnp dw.. gws ““.I dw 
c,t(ndn n bd d product .d d,. .ris nmmd A sm.” 
bubbl, mrv .w.r m h. cv4”d.r vks w” n., dkc, (OS- 
lnp .ccur.q 
6 Sd.c, h. d.srr.d de,. end .dnmr,.r pdun 
I 1.9 *scm‘c, h. qst‘m. prc.c.‘4 ‘I Ida 

.I tr.fd* ""SCT‘W dl‘ tN..thN c.4 ‘mm ‘I. 
rwd‘m‘r bit et mt‘rn.I *SW* ““‘3 4 IS Fk” d 
ll.ctml.s PWO” I” dw 124 C....m., 

b, Pkc. dw nerd. o( h. gu” b.c, a.,. h. ,2-L 
cmnner md sqn..,. 6.6.g., gaps vl.4 .I 
,aod”ct nr‘m”v‘dta *.* ‘Id .ppLc.lw 

c, R‘phc.o”qnd ‘hwmgMp.‘co ‘I‘ 21.lC.ntsmw 
L ‘nl- n.“ll~.rhr.ir r.rw”m.n,4.non ,n r.,. .“d 

o.c,om, pour 0” Sc4~m.l lot c.rd4 “‘I b‘ I“““9 ‘0 
h<,m,” I,,” end .I.‘. ,“d “I.“ Sh.dd b. ( .r.‘d “.I lo 
,,,,t-,,,,o ,,,.ns.twsa roolh.rpn~n* ‘JP.‘*‘~* *hm’d 
W”“, prowc,n. ddlnq nchdnq . Imp *k.**~ ‘l”“.‘lJb 
be, p,m.s, snd b&s ..a,% s r.WVm( C.., 4~” *rOti 
mg ,h. ,,,oduc, ~,.,.cm. ckdmg Jldd b. r.&d .h- 
,,,n I, ,cc,d.“,,, s,,” cm,.c, ~~cw*.w.sh 0” .“.C~*d 
we, ,,m.d,,,.kf .-A s01p md w.l.r ,I .CC~..“f.I .“. 
.K,,,,,u. ,,ccu,,. “ush ha .v.s mm‘d4sI.k 4 *.I*’ 
.“d g., made., .“.“hc-- 

,,fwNN wNuRI(c csm. must “01 bs shh 
,.,.d ,a lum,” cmsumpClm mh” (5 d.vs 0’ 
,,.,mmn, NOI for US. nkmd. d.“vc.f’k a 
n,m,h, d .q. or d.4.r A whdrewd p‘nd h*s 
M, b.,” .s,.bl,sh.d lo‘th‘ p%d”c, .I P-“J~V 
nsmq c,k., 00 MI us. In r.k.* to be *o 
c&d ,ar..l 

FTtfUUTfONS 
0rcI.s prr.0‘ setme” b‘s be“ dsr‘w s,r‘f- 
cdc kl .,. I. ‘de 4, nil. ,“*lcl shed4 “4 be es*4 
I” .ths, .Nln* ‘pscl“ es ‘a‘n ‘&‘r“ “‘sb“‘. 
mcld,q ,.ckm I‘ +‘. y 4 
ml* PEduE, I, 0 be spp6.4 I‘ *n ‘U(SCC ‘+ 01**+ 
.dmns,n .4v OT p”..,l*.,k 
oon.,a ,*a ~..,dstnrrhrh YI c&d whmudw 
l‘S.“W‘ 
Wsh h.“ds .h., us. 

Oa no, smck. or ..I wtd. h-&g dm pmd-, 
Ct.,,dm.s, ,” d” M...” q .v .CCU ti tiCtom.* 
P~~.O”sd~astmd.,~npr.bnsb~~~~F~ 
Ab,w,q ,aw.n ID ,OO“ t“4pW.U. rrl( ,.S((l. h‘ “0‘. 
m., ‘@‘.,‘nc. mdmt .n‘cN!4 ‘CC‘CV 
Dtctotner Pour-On sduMn is kghbf dfubre equnst csnk 
g,,,bs He,,.“.,. p.p., .mi#q of . . ..“..I I nWl.“, 6~ 
most .“.cw. muits. c.d. sb.dd b. h.,.d .I scan .I 
pms,bk .h.r the ted d 6. b..l Iv Iw.lb*l s..s0n 
O‘,rmcDm 0, l+p‘d‘rms few” IC‘rd‘ grubrl ‘I L‘ pend 
*hen I,,.,. gd~. .,. .,.it., .r.., nq C.US. urd.w.bk 
h.s,-p.,.s,,. ,..~,m‘ kd”&“g h. polSlbi6‘, 0, kI.l~.S 
Kdng K Cneefm**n it a in he Issue swmudq th* 
gdk, e,q cm,,. bbet king K borirv.41~ I k m th. WC- 
,.k,, c.nJ -.‘I C.“‘. st‘gq‘mq .rp.r.kur 1h.s. 
,‘.C,M, ‘r‘ “d sp‘“Ac 10 ~““‘id n&l D‘ctom“ 
Pou-0” s.k,i.“. bul CM .ccur uim n* ‘“cmslul I..,- 
men, d gr.b, Gtd. sh.dd b. n.,.d nhr b&x. .r 
.h.r 6. “4gw.q ph.s. d gwb dn.bpnm, Card, 
“cur “‘,‘rm.“‘n c‘nc.miq h‘ p‘ql“ bin‘ la (r‘.Pn‘“C 
Cads O..,.d *rib G.cctrmu PanO” sdam shn h. 
and cd I,.., #v s..,m m.v ,.w r.-a..,.d nh 0.ctom.x 
P.w,.On d,.,np ti. ti.,.r I.+ in,.,“., ~r‘u,“. n.“g. 
mn.,. OT bmnp .d suctng Lc.. nmoul dmg.r d I&- 
rckad ,..c.m. A pk”“.d p‘nti. cmtrd ~.~gf.rn ,s 
r.cmnm.“drd 

“Sf WNOtTlONS:V.ryng w..dw c‘“dM”‘. mduLq 
rem,.,. do 1101 .ba RI. .Hc.cv d 0.ctm.x Pou-0” 

NOW 6UPPUED: O*ctomu Pour417 durim i. n*d.bk 6” 
M-m,. I-LI.H.S-L.nd WLmJb-da. cm,.m.n 

NADA#,4WS.&,w.v.dbyFGA ’ 

Cml,“f, pu“t‘dll‘n‘” (a .ssd‘K. n es L‘w‘ts. 
r..m.rq mod cmbd d p.r.smsc 

No, ,or hun‘n “s. 

R.sbw,.d Omg ICAl Us. cat, .s drrct‘d 


